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REMARKS 

Claims 61-65, 67-69, 71-89, and 95 and pending. Claims 84-89 and 95 are allowed, and 
remaining claims 61-65, 67-69, 71, and 75-83 stand rejected. 

Claims 6L 62, and 67 

Claims 61, 62, and 67 stand rejected pursuant to 35 U.S.C. § 103(a) as being obvious over Kenna 
in view of U.S. Patent 5,084,050 of Draenert or U.S. Patent No. 5,725,529 of Nicholson et al. 
("Nicholson"). The Examiner argues that Kenna discloses the claimed method, except for obtaining a 
pressure fit or compression fit within the bone opening. Applicants further note that Kenna fails to teach 
a sleeve that deformably expands, and a stem having a diameter greater than a diameter of an axial 
channel of the sleeve. The Examiner relies on Draenert or Nicholson to teach devices that obtain a 
pressure or compression fit within a bone opening, arguing that it would have been obvious to modify the 
device of Kenna in view of Draenert or Nicholson to arrive at the claimed invention "in order to provide a 
more secure attachment to the same." 

The pending rejection is deficient because the Examiner has not established a prima facie case of 
obviousness in support of the pending rejection. To establish a prima facie case of obviousness, three 
basic criteria must be met. First, there must be some suggestion or motivation to modify the reference or 
combine the reference teachings. Second, there must be a reasonable expectation of success. Third, the 
prior art reference, or references when combined, must teach or suggest all of the claim limitations. The 
Examiner has failed to meet the first and second criteria. 

With respect to the first criteria, the Examiner has failed to provide a suggestion or motivation to 
modify Kenna in view of Nicholson or Draenert. The Examiner argues that one would be motivated to 
modify Kenna in view of Nicholson or Draenert "in order to provide a more secure attachment" between 
the first and second portions of Kenna. Kenna, however, already provides a secure attachment between 
the first and second portions, and in fact the irreversible mechanical connection taught by Kenna is likely 
more secure than a compression fit, as taught by Nicholson and Draenert. Applicants refer the review 
panel to the arguments previously presented and set forth in the first full paragraph starting on page 9 of 
the Amendment and Response Pursuant to 37 C.F.R. §1.1 16 filed on June 19, 2006. 

With respect to the second criteria, the Examiner has failed to show a reasonable expectation of 
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success when modifying Kenna in view of Nicholson or Draenert. As explained in the last paragraph 
starting on page 8 of the Amendment and Response Pursuant to 37 C.F.R. §1.116 filed on June 1 9, 2006, 
no person having ordinary skill in the art would modify Kenna to increase the diameter of the second 
portion of the device, to make the first portion of the device deformably expandable, and to cause the two 
portions to obtain a pressure fit within bone when the portions are mated because such a modification 
would require a substantial reconstruction and redesign of the elements of Kenna as well as a change in 
the basic principal under which the Kenna construction was designed to operate. 

First, Kenna cannot be modified to increase the diameter of the inner component. In the Advisory 
Action the Examiner argues that one could slightly modify the diameter of the inner component of Kenna 
to provide a compression fit, while still allowing the inner component to fit within the outer component. 
This is incorrect. If the diameter of the inner component of Kenna is only slightly increased so as to 
allow it to fit within the outer component, then the inner component would not be capable of deformably 
expanding the outer component. The only way Kenna can be modified to allow the inner component to 
deformably expand the outer component is to modify the inner component to have an outer diameter that 
is larger than the inner diameter of the outer component. The pins located on the inner component, 
however, would prevent such a modification as the pins protrude outward from the inner component and 
thus will not fit within the outer component. The pins also cannot simply be removed to allow the two 
components to mate using a compression fit, because such a modification would require that the snap- 
lock mechanisms of Kenna, which is the principal operation of the device, be completely disregarded. As 
set forth in the Manual of Patent Examining Procedure (MPEP), a proposed modification cannot change 
the principle operation of a reference. MPEP 2143.01(VI); see also In re Ratti, 270 F.2d 810 (CCPA 
1959). 

Second, the outer component of Kenna cannot be modified to be deformable. As previously 
explained, the outer component of Kenna is threaded to allow the component to be threaded into and to 
engage a bone hole. Modifying the outer component to be deformable, as suggested by the Examiner, 
would prevent the threads from functioning. Rather, the outer component would merely deform or 
collapse inward as it is inserted into bone. 

Accordingly, the Examiner has failed to establish a prima facie case of obviousness, and 
therefore claim 61 distinguishes over Kenna, Nicholson, and Draenert, taken alone or combined. Claims 
62 and 67 are allowable at least because they depend from claim 61. 
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Claims 69. 75-80, and 82 

Claims 69, 75-80, and 82 are rejected pursuant to 35 U.S.C. § 103(a) as being obvious over Kenna 
in view of Draenert or Nicholson, as applied to claims 61, 62, and 67, and further in view of U.S. Patent 
No. 5,725,529 of Li. 

Claim 69 depends from claim 61, and therefore distinguishes over Kenna, Draenert, and 
Nicholson for the same reasons discussed above with respect to claim 61. Li is merely relied on by the 
Examiner to teach looping grafts through apertures, as claimed, thus Li does not remedy the deficiencies 
of these references. Claim 69 therefore represents allowable subject matter. 

Independent claim 75 recites a method for replacing a torn ligament including the steps of 
obtaining a tendon graft, drilling a hole into bone, looping the tendon graft through an aperture in an 
insertion element, inserting a stabilizing element into the bone hole, and inserting the insertion element 
into the stabilizing element. Claim 75 further requires that the insertion element be held in the stabilizing 
element by compression fit. For the same reasons previously discussed with respect to claim 61, it would 
not have been obvious to a person having ordinary skill in the art to modify Kenna to use a compression 
fit, as taught by Nicholson and Draenert. As noted above, Li is merely relied on by the Examiner to teach 
looping grafts through apertures, as claimed, thus Li does not remedy the deficiencies of these references. 
Claim 75 therefore distinguishes over Kenna, Nicholson, Draenert, and Li, taken alone or combined, and 
represents allowable subject matter. Claims 76-80 and 82 are allowable at least because they depend 
from claim 75. 

Claim 81 

Claim 81 is rejected pursuant to 35 U.S.C. § 103(a) as being obvious over Kenna, Draenert, 
Nicholson, and Li as applied to claims 69, 75-80, and 82, and further in view of Kenna or U.S. Patent No. 
3,953,896 of Treace. Claim 81 depends from claim 75, and therefore distinguishes over Kenna, Draenert, 
and Nicholson for the same reasons discussed above with respect to claim 75. Kenna and Treace are 
merely relied on by the Examiner to teach the use of flanges, as claimed, thus Kenna and Treace do not 
remedy the deficiencies of these references. Claim 81 therefore represents allowable subject matter. 

Conclusion 

In view of the above remarks, Applicant submits that all claims are in condition for allowance, 
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and allowance thereof is respectfully requested. 



Respectfully submitted, 

Date: July 21, 2006 

Lisa Adams.lCeg. No. 44,238 
Attorney for Applicant 

NUTTER, McCLENNEN & FISH, LLP 

World Trade Center West 

155 Seaport Boulevard 

Boston, MA 02110 

Tel: (617) 439-2550 

Fax: (617) 310-9550 
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PENDING CLAIMS 

1-60. (Canceled). 

61. (Previously Presented) A method for anchoring soft tissue within bone comprising: 

drilling an opening into bone; 

inserting into said bone opening a stabilizing element comprising an elongated sleeve with an 
axial channel extending therethrough; 

threading soft tissue through an aperture in an insertion element comprising an aperture- 
containing stem head proximally located to an elongated stem, said stem having a diameter slightly larger 
than that of said axial channel of said elongated sleeve; and 

inserting the distal end of said insertion element into a proximal end of said stabilizing element to 
cause the stabilizing element to deformably expand and obtain a pressure fit within the bone opening. 

62. (Original) The method according to claim 61, wherein said soft tissue is a tendon graft. 

63. (Original) The method according to claim 61, wherein the method of drilling said opening comprises 
creating a stepped opening. 

64. (Original) The method according to claim 63, wherein the stepped opening has at least two different 
diameters, one less than the diameter of the stabilizing element, and one greater than the diameter of the 
stem head. 

65. (Original) The method according to claim 64, wherein said elongated sleeve of said stabilizing 
element is screwed into said bone opening at the diameter where said stepped bone opening is slightly 
smaller than that of said elongated sleeve. 

66. (Original) The method according to claim 65, wherein said axial channel in the stabilizing device is 
non-cylindrical, and wherein said stabilizing element is screwed into said stepped bone opening by use of 
an emplacement device fitted into said non-cylindrical axial channel. 

67. (Original) The method according to claim 61, wherein said insertion element retaining said soft 
tissue is inserted forcibly into said stabilizing element screwed into said stepped bone hole. 
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68. (Previously Presented) The method according to claim 61, wherein said stabilizing element includes 
a flange at its distal end, whereby upon insertion of the stabilizing element in the bone opening, the flange 
is disposed at least partially outside the bone opening in a configuration whereby it will oppose further 
movement of the stabilizing element into the bone opening. 

69. (Previously Presented) The method of claim 61, further comprising: 

drilling a second opening into bone; 

inserting into said second bone opening a second stabilizing element comprising an elongated 
sleeve with an axial channel extending therethrough; 

threading the soft tissue through an aperture in a second insertion element comprising an 
aperture-containing stem head proximally located to an elongated stem, said stem having a diameter 
slightly larger than that of said axial channel of said elongated sleeve; and 

inserting the distal end of said second insertion element into a proximal end of said second 
stabilizing element. 

70. (Canceled). 

71. (Previously Presented) The method of claim 61, wherein said stabilizing element includes a flange at 
its distal end, whereby upon insertion of the stabilizing element into a bone opening, the flange is 
disposed at least partially outside the bone opening in a configuration whereby it will oppose further 
movement of the stabilizing element into the bone opening. 

72. (Previously Presented) A method for anchoring soft tissue within bone comprising: 

drilling an opening into bone; 

inserting into said bone a stabilizing element comprising an elongated sleeve with an axial 
channel extending therethrough; 

threading soft tissue through an aperture in an insertion element comprising an aperture 
containing stem head proximally located to an elongated stem, said stem having a diameter slightly larger 
than that of said axial channel of said elongated sleeve; and 

pulling the distal end of said insertion element into a proximal end of said stabilizing element. 
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73. (Previously Presented) The method of claim 72, further comprising: 

drilling a second opening into bone; 

inserting into said second bone opening a second stabilizing element comprising an elongated 
sleeve with an axial channel extending therethrough; 

threading the soft tissue through an aperture in a second insertion element comprising an 
aperture-containing stem head proximally located to an elongated stem, said stem having a diameter 
slightly larger than that of said axial channel of said elongated sleeve; and 

inserting the distal end of said second insertion element into a proximal end of said second 
stabilizing element. 

74. (Original) The method of claim 73, wherein at least one of the stabilizing element and the second 
stabilizing element comprises a flange at its distal end, whereby upon insertion of the stabilizing element 
into a bone opening, the flange is disposed at least partially outside the bone opening in a configuration 
whereby it will oppose further movement of the stabilizing element into the bone opening. 

75. (Previously Presented) A method for replacing a torn ligament comprising: 

obtaining a tendon graft; 
drilling a hole into bone; 

looping said tendon graft through an aperture in an insertion element; 

inserting a stabilizing element comprising a sleeve with a cavity therein into said hole; and 

inserting an insertion element comprising a stem with an aperture-containing stem head at the 

proximal end of said stem into said stabilizing element, the insertion element being held in the stabilizing 

element by a compression fit. 

76. (Original) The method of claim 75, wherein said ligament is an anterior cruciate ligament and said 
bone aperture is in either a femur or tibia. 

77. (Previously Presented) The method of claim 75, further comprising: 

drilling a second opening into bone; 

inserting into said second bone opening a second stabilizing element comprising an elongated 
sleeve with an axial channel extending therethrough; 

looping the tendon graft through an aperture in a second insertion element comprising an 
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aperture-containing stem head proximally located to an elongated stem, said stem having a diameter 
slightly larger than that of said axial channel of said elongated sleeve; and 

inserting the distal end of said second insertion element into a proximal end of said second 
stabilizing element. 

78. (Original) The method of claim 77, wherein said ligament is an anterior cruciate ligament, said bone 
opening is in a femur, and said second bone opening is in a tibia. 

79. (Original) The method of claim 77, wherein at least one of said stabilizing element and said second 
stabilizing element is affixed into bone by an interference fit. 

80. (Original) The method of claim 77, wherein at least one of said stabilizing element and said second 
stabilizing element is affixed into bone by means of screw threads. 

8 1 . (Original) The method of claim 77, wherein at least one of said stabilizing element and said second 
stabilizing element comprises a flange at its distal end, whereby upon insertion of the stabilizing element 
into a bone opening, the flange is disposed at least partially outside the bone opening in a configuration 
whereby it will oppose movement of the stabilizing element into the bone opening. 

82. (Original) The method of claim 75, wherein said stabilizing element is affixed into bone by 
interference fit. 

83. (Original) The method of claim 75, wherein said stabilizing element comprises a flange at its distal 
end, whereby upon insertion of the stabilizing element into a bone opening, the flange is disposed at least 
partially outside the bone opening in a configuration whereby it will oppose further movement of the 
stabilizing element into the bone opening. 

84. (Original) A method for replacing a torn ligament comprising: 

obtaining a tendon graft; 
drilling a hole into bone; 

looping said tendon graft through an aperture in an insertion element; 
inserting a stabilizing element comprising a sleeve with a cavity therein into 
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said hole; and 

pulling an insertion element comprising a stem with an aperture containing stem head at the 
proximal end of said stem and any of an aperture, slot and barb at the distal end of said stem. 

85. (Original) The method of claim 84, further comprising: 

drilling a second opening into bone; 

inserting into said second bone opening a second stabilizing element comprising an elongated 
sleeve with an axial channel extending therethrough; 

looping the tendon graft through an aperture in a second insertion element comprising an 
aperture-containing stem head proximally located to an elongated stem, said stem having a diameter 
slightly larger than that of said axial channel of said elongated sleeve, and any of an aperture, slot, and 
barb at the distal end of said stem; and 

pulling the second insertion element into the stabilizing element. 

86. (Original) The method of claim 85, wherein said ligament is an anterior cruciate ligament, said bone 
opening is in a femur, and said second bone opening is in a tibia. 

87. (Original) The method of claim 85, wherein at least one of said stabilizing element and said second 
stabilizing element is affixed into bone by an interference fit. 

88. (Original) The method of claim 85, wherein at least one of said stabilizing element and said second 
stabilizing element is affixed into bone by means of screw threads. 

89. (Original) The method of claim 85, wherein at least one of said stabilizing element and said second 
stabilizing element comprises a flange at its distal end, whereby upon insertion of the stabilizing element 
into a bone opening, the flange is disposed at least partially outside the bone opening in a configuration 
whereby it will oppose movement of the stabilizing element into the bone opening. 

90-94. (Canceled). 
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95. Previously Presented) A method for anchoring soft tissue within bone comprising: 
drilling a stepped opening into bone; 

inserting into said stepped bone opening a stabilizing element comprising an elongated sleeve 
with a non-cylindrical axial channel extending therethrough, wherein said stabilizing element is screwed 
into said stepped bone opening by use of an emplacement device fitted into said non-cylindrical axial 
channel; 

threading soft tissue through an aperture in an insertion element comprising an aperture- 
containing stem head proximally located to an elongated stem, said stem having a diameter slightly larger 
than that of said axial channel of said elongated sleeve; and 

inserting the distal end of said insertion element into a proximal end of said stabilizing element. 
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